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NHCTPYKLUWA
Mo NpYMeHeHU0 Habopa peareHToB AN BbisBeHns AHK Gardnerella vaginalis
METOZOM MOIMMEPA3HOIA LIENHOW peakLyn B peXXUMe peasibHOro BpemMeHu
«Peanbect JHK Gardnerella vaginalis»

(komnnekT 1)

1. HASHAYEHWVE

Hab6op peareHToB Ans BbisieneHns OHK Gardnerella vaginalis MeTogom nonvMmMepasHoi Len-
HOW peakuun B pexxnumve peasibHOro BpemeHn «Peanbect OHK Gardnerella vaginalis» npegHasHa-
yeH ans BoigBneHna AHK Gardnerella vaginalis meTogom nonumepasHon uenHoi peakumm (MLP) ¢
rmépuan3aLmMoHHO-(yopecLEHTHOM aeTeKumein NnpoaykTos MLP B pexxrMe peasibHOro BpeMeHN.

BolgeneHve AHK v3 KAMHUYECKMX Npob NpoBOAUTCA C NOMOLLbI0 Habopos «Peanbect JHK-
akcnpecc», «Peanbect AHK-akcTpakuma 1», «Peanbect OHK-3kcTpakuus 2», «Peanbect OHK-
3KCTpakuma 3» nnn «Peanbect akcTpakuusa 100».

Komnnekt 1 npegHasHayeH ANS MPUMEHEHWUS C PErMCTPUPYIOLLMMK  amMnanguKaTopamm
nnaHwetHoro Tuna: «iQ5 iCycler», «CFX96» (jmpma Bio-Rad, CLUA), «4T-96» (OO0 «HINO
OHK-TexHonorusa», Poccus) nnm nx aHanoramu.

KomnnekT 1 paccumTaH Ha NpoBeaeHMe aHanm3a 96 06pasLoB, BKIOYAs KOHTPO/bHBbIE.
2. XAPAKTEPNCTUKA HABEOPA

2.1. TMpuHumMn metofa.

MpWHLUMN aHamM3a OCHOBaH Ha perncTpaummn npowecca amnangukauny BbIopaHHOro yvacTka
[OHK Bo3byautens nHhekummn B xofe nposegeHus MLP.

Mpouecc amnangukauny 3ako4aeTcs B NOBTOPAIOLWMXCA LUKIAX: TeMnepaTtypHas geHaTy-
paums AHK-matpuubl, OTXWUI NpaimMepoB C KOMMAEMEHTapHbIMU nocneaoBatesibHocTIMM JHK-

MaTpuLbl, CUHTE3 KOMMMEMEHTAPHOI Lienu ¢ 3TuX npaiimepoB Tag-nosmmepasoii. B ocHose peru-
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/cTpaummn npouecca aMnanUKaLum NEXNT U3MEPEHNE CUTHAN0B (/TYOPECLEHLMN B KXXAOM LK/

MUP. YBennyeHne curHanoB (pyopecLeHLMn NPOUCXoanT 6narogaps MCMonb30BaHMIO TMopuan-
3aymoHHoro AHK-30H4a, cneyunduyHoro gns eelibpaHHoro yyactka AHK Bo36yauTtens nHpekumu,
KOTOPbIA B XOfe peakuuu CBsi3bIBaeTCA ¢ ogHor u3 ueneir AHK, obecneunBas Takxe AOMOMHU-
TeNbHYH cneynguyHocTb MeToga. AHK-30HA cofepXXUT Ha 5'-KOHLEe (hilyOpecLEeHTHBI KpacuTenb,
a Ha 3'-KOHUe - racutefib IyopecLeHLMN, 3HAYNTENIbHO CHMDKAIOrLMIA MHTEHCUBHOCTbL (h/lyopec-
LeHUMM. B xode nonmmepasHOro CUHTE3a KOMMIEMEHTApHOM Lenu, 6narogaps 5'-3'-HyKieasHoMm
aKTMBHOCTW Tag-nonumMepasbl, 30HJ, pacruensiseTcs ¢ 5'-KoHua 1 NpoucXoanT pas3obLueHre Kpacu-
TeNs W racuTens, NPUBOAALLEE MO Mepe HaKOoM/IeHMs NPOAYKTa peakumy K BO3pPacTaHUIO CUrHata
(hnyopecueHunn. Tpn 3TOM n3MepsieMasl MIHTEHCUBHOCTb (PIyOpPecLeHLUN 3aBUCUT OT KONMYeCTBa
06pa3oBaBLUMXCS CreUnpUIecKnX amnaMKoHOB M AVHAMMKa HapacTaHusa (hyopecLeHLmMn onpeje-
NAETCA UCXOLHbIM KonnyectBoM [HK B0306yanTeNns UHMeKLMM B 06pasLe.

YUet apdekTBHOCTM BblgeneHns AHK u3 o6pa3uoB obecneumsaetcs BblgeneHmem AHK
BO3OYAMTENA UHMEKLUN U3 KIMHUYECKMX MPOO COBMECTHO C NpeABapuTeNlbHO BHECEHHLIM BHYT-
PEHHUM KOHTPO/IbHbIM 06pasuom (BKO).

2.2. CocTaB Habopa:

B coctaB Habopa BXOAAT CeAytoLie KOMMOHEHTBI:

- MOMOXMNTENbHbIA KOHTPONbHBIN 06pasel, yH1BepcanbHblil (MKO) - 1 npobupka (1,0 mn);

- roToBasd peakumoHHas cmecb ana MUP (FPC), nnogunmsmposaHHas - 96 npobupok (12
CTpPMMOB o 8 Npo6upok).

Habop AONOMHNUTENbHO KOMIM/IEKTYETCA:

- OMTUYECKON NNéHKon -1,5 nucta.

3. AHAJINTNYHECKNE N ANATHOCTUYECKUNME XAPAKTEPUNCTUKN

3.1. CneumndguyHocTb BbisBneHns AHK Gardnerella vaginalis onpegensietca no ctaHaapTHOW
naHenn npeanpusaTua otTpuuaTenbHbIX obpasuoB AHK-akcTpakToB, CIM (per. Ne 05-2-291), Kak
NPOLEHTHOE cofepXXaHne 06pasLoB, onpefesieHHbIX HabopoM Kak oTpuuaTtesibHble, Y COCTaBNsAeT
10096;

3.2. YyBCTBMTENbHOCTbL OMnpeaenseTca Mo nAatu obpasyam ¢ cofepxaHnem AHK 6aktepuii
Gardnerella vaginalis 100 konui1 B npo6e, npurotoeneHHbIM 13 COH AHK 6aktepuii Gardnerella
vaginalis (per. Ne 05-2-309), KaK NpOLIEHTHOE cofepXXaHne 06pasLoB, ONpeaeneHHbIX HAbOPOM Kak
NonoXunTeNbHbIe, 1 cocTasnaet 100%;

3.3. [imarHoctuyeckasa 4yBCTBUTE/IbLHOCTL BbifBNeHnsa AHK Gardnerella vaginalis: kiMHuye-
CKMe UCMbITaHWs, NPOBeAEeHHbIe Ha 94 MONOXUTENbHLIX 06pasuax, nokasanu 100 % 4yBCTBUTENb-
HOCTb (MHTepBan 97 %-100 %, ¢ AOBEPUTE/ILHOW BEPOATHOCTLIO 90 %);

3.4. [narHoctuyeckaa cneunduyHoctb BbisBneHns OHK Gardnerella vaginalis: knnHuue-
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PEKLMIO HabOpOB peareHTOB cnefdyeT NpoBoauTb No MY 287-113 «MeToanmyeckme yKasaHust Mo
Ae3VHpeKUMW, NpeacTePUNN3aLMOHHON OUUCTKE U CTEPUNU3ALMN U3AENNIA MEAULMHCKOTO Ha3Ha-
YEHUS».
5. ObOPYAOBAHWE NN MATEPUA/DI
- amnanguKkaTop ¢ GpyopecLEeHTHON AeTEKLMENR B pEXXMME PeasibHOrO BPEMEHM:
«1Q5 iCycler», «CFX96» (pupma «Bio-Rad», CLUA), «AOT-96» (OO0 «HINO AOHK-
TexHonorus», Poccust) unm nx aHasor,
- MUP-60KCc nnn oTgenbHblid cTon, ocsellaembli Y®-namnon («LmknoTemn» CI «PTCy,
Poccus);
- XONoAMNbHUK ObITOBOW, NoAAePXKMBatOLLMIA TeMmnepaTypy (2-8) °C;
- MUNETKN nonyaBToMaTuyeckme ([03aTopbl MEXaHNUYeCKMe) OAHOKaHa/IbHbIE C NepPeMEHHbIM
06BEMOM, CO CMEHHbIMW HaKOHeYHUKaMK (rpma «Biohit», PUHNAHANS);
- MepyaTKM MeAUUMHCKME OfHOpa3oBble HECTEPW/IbHbIE HEOMyApPeHHbIe NaTEKCHbIE WK
HeonpeHoBble (nepuaTkn «NeoTouch», mpma «Ansell HealthCare», Mepmanus);
- 0AHOPa30Bble HAKOHEYHWKM AN NUMNETOK C 3alUTHLIM (OUIbTPOM /a3p0o30/bHbIM GapbepoM
(qvpma «FIiNNTip», PUHNAHANA);
- WITaTMBbI A1 MUKPOMPOBGUPOK BMECTUMOCTBLIO 2 M 1 0,2 Mn (prpma «XennkoH», Poccus);
- KOHTelHep Ans copoca oTxogoB (Hanpumep, «KoHTeiHep Ans cépoca OCTPOro MHCTPYMEH-
Tapus - EK-01», jpmpma «KM-IMPOEKT»);
- HOX KaHLe/IIPCKUIA.
6. AHAJIM3ANPYEMbIE OBPAS3LbI
[ns aHann3a Mcnonb3yrTcs NPoobl BblgeneHHol AHK, nonyyeHHble 13 KAMHNYECKOro MaTe-
puana ¢ NoMoLLbo Habopos: «Peanbect AHK-akcnpece», «Peanbect AHK-akcTpakuyms 1», «Pean-
Bect AHK-akcTpakuma 2», «Peanbect AHK-akcTpakuma 3» unn «PeanbecT akcTpakuua 100» co-
[NaCHO MHCTPYKLMW MO NPUMEHEHNIO COOTBETCTBYHOLLENO Habopa.
Kaxgas rpynna o6pasLios, npoxogsias vepes npoueaypy Bbigenenuna AHK, gomkHa cogep-
XaTb MONIOXMTENbHBIA KOHTPO/IbHLIA 06pasel, yHuBepcaibHbI (MKO) 1 oTpuLaTeNbHbIA KOH-
TponbHbI 06paseL, (OKO), KOTopbIin ABNISETCA KOMNOHEHTOM Habopa a4 BblaeneHuns AHK.
Ecnn fo npoBeaeHns aHanm3a obpasubl BbigeneHHol AHK XpaHnWamch B 3aMOPOXXEHHOM BU-
[le, pa3MOpPO3UTb NX U BblLepXKaTb He MeHee 30 MUHYT npu Temnepatype (18-25) °C.
BbiaeneHHyto JHK xpaHuTb npu Temnepatype (2-8) °C He 6onee 24 4acos.
MonoXuTeNbHbIA KOHTPO/bHBIA 06pasel, yH1BepcasbHblid (MKO) nocne BCKPbITUSA MNPOGUPKM
XpaHuTb Npu Temnepatype (2-8) °C He 6onee 1mecsaua uam anmkeoTamm rno 50 MK nNpu Temnepary-

pe oT MUHyc 18 1o MuHyc 60 °C He 6onee 3 MecsLEB.
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7. MPOBEAEHVE AHANN3A

7.1. MoAroToBKa KOMMNOHEHTOB Habopa

Mepes Ha4yasioM paboTbl M3BMEYb HAOOP M3 XONOAMIbHMKA, BblAepXXaTb NPOOGMPKM C FOTOBOM
peakynoHHo cmecbto ans MLP (FPC) B ynakoBke (He BCKpbiBas!) npu Temnepatype (18-25) °C He
mMeHee 30 MUHYT. 3aTeM BCKpPbITb YMaKOBKY, akKKypaTHO C MOMOLLLIO KaHLENSPCKOro HoXa oTpesarhb
Heo6X04MMOoe KONMYecTBO (N0 YMCNy NOArOTOBMEHHBIX NPO6, BKAOYas KoHTponu: 1 OKO n 1TKO)
npo6upok ¢ MPC. OTpe3aTb NPOGUPKM CrieflyeT BMECTe C MOKPbIBAOLLEN X NSIEHKOMN.

BHymaHve! OcTaBLUMecs Hencrnosib30BaHHbIMK Mpobupku ¢ MPC ynakoBaTb B Lieq1eHOBbIN
NakeT C OCYLUMTENIEM, YAIUTL U3 HEro NIMLLHUIA BO3AYX U M/IOTHO 3aKPbITh 320KUM.

Mocne NepBoro BCKPbITUS YNakoBKK CPOK rogHoctn MPC cocTaBnseT 3 mecsua npu Temnepa-
Type XpaHeHus (2-8) °C.

7.2. Heobxoammoe KonmyecTBo (Mo Ymcay NoAroToBAEHHbLIX NPO6, BKKOYas KOHTPON) Mpo-
6upok ¢ N'PC npoHymepoBaTb 1 PacrnosioKuTb B LUTATUBE.

BHumaHve! Hagnucw cnepyet pacnoniaraTs Ha 60KOBOIM YacTy Npobupok. OnTuyeckas niéHka
[I0/KHa 0CTaBaTbCsA YMCTOM!

7.3. B Kaxayto npobupKy NUNEeTKON ¢ OTAe/NbHbIM HAKOHEYHWKOM C (PUIbTPOM BHECTM MO
50 mkn pacTeopa BblgeneHHo AHK. 3akienTs Npo6UPKM ONTUYECKOW NIEHKOIA.

7.4. TlomecTMTb NPOBUPKK B aMnndmkartop.

7.5. 3anporpamMmupoBaTb nNpuoop 418 NPOBeAeHWS amnianpukaumm  cneumuuyeckmx
(parmeHtoB AHK BKO, AHK Gardnerella vaginalis n getekumn curHanos (yopecLeHumn.
MporpammypoBaHme aMmnanguKaTopa NPOBOAUTL B COOTBETCTBMMN C MHCTPYKLMEN K Nprbopy.

7.6. 3anporpaMmMmpoBaTh MPOTOKO/ MPOBEAEHNS peakLMm amnINGUKaLi:

1cTagus; 50 °C - 2 MuH;
2 cTagus. 95 °C - 2 MWH;
3 cTaams: 50 umknoB (94 °C - 10 cek, 60 °C - 20 cek).

V3mepeHre dnyopecueHumn nposoautb npun 60 °C.

7.7. BblbpaTb KaHanbl AeTekummn pesynbtatoB amnangukaumm AHK BKO n JHK Gardnerel-
la vaginalis'.

[ns peructpaumn npouecca amnandukauun AHK BKO cneayeT BblbpaTb KaHan AeTeKUMK
«TAM.

[ns peructpaumm npouecca amnamgukaumm AHK Gardnerella vaginalis cnegyeT BblbpaTb
KaHan fetekummn «KOX».

7.8. 3anporpammMmpoBaTh MOMIOXEHME NPOOMPOK C UCCefyeMbIMU 06pasLamm, NONOXKNUTENb-
HbIM 1 OTPULATENIbHBIM KOHTPOMSMI COrMIaCHO MHCTPYKLUMM K UCMONb3yeMOMY Nproopy.

7.9. 3anyctuTb NporpaMMy 1 NPOBECTW peakLMIo aMnInguKaumm ¢ permctpaumein gayopec-
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LIeHUMN B peXKume peasibHOro BpeMeHu.
8. PETCTPAL WA PE3YJ/IbBTATOB

8.1. B nonoxuTenbHOM KOHTPOMbHOM 06pa3ue yHusepcanbHoM (MKO) nporpamma [AomkHa
(BMKCMpOoBaTb:

- HapacTaHue curHana amnamgpukauum AHK BKO (kaHan «PAM») 1 onpefendTts 3HayeHue
noporosoro uukna Ct BKO;

- HapacTaHue curHana amnangukaumm AHK Gardnerella vaginalis (kaHan «KOX») 1 onpe-
LendTtb 3HayeHme noporosoro umkna Ct Gardnerella vaginalis.

8.2. B oTpuuaTenbHOM KOHTponbHOM o6pasue (OKO) nporpamma [Jo/mkHa (PUKCUPOBaTb
HapacTaHue curHana amnanpukaumm JHK BKO (kaHan «PAM») 1 onpegenats Ct BKO, npu atom
nporpaMma He AO/DKHA PerMcTpupoBaTb HapacTaHUs CUrHaia Cneumpuyeckoro NpPoAyKra amniu-
(ukaumm AHK no kaHany «KOX».

8.3. B KaxaoMm uccnegyemom obpasue nporpammMa Ao/mkHa prKcMpoBaTh HapacTaHue cUrHa-
na amnanukaumn AHK BKO (kaHan «PAM») n onpegensts CtBKO.

9. YUET PE3Y/IbTATOB

9.1. Bbiuncnutb (Ct BKO)cp Kak cpegHee 3HauveHne Ct BKO Bcex aHanmsmpyeMbix 06pasLoB
(Bkntovas MKO n OKO). OTbpakoBke nognexar 3HaveHns Ct BKO, oTnnuatowipmecs 6onee Yem Ha
2 0T 3HayeHusi (Ct BKO)cp. Mocne ot6pakoBku nepecumntath (Ct BKO)cp ans octaBLUMXCSA 3HaYe-
HWA.

9.2. AHanM3npyemblin 0bpaseL, cUMTaeTCa NONOXKUTENbHBbIM, codepxawmm OHK Gardnerella
vaginalis, ecnn gns atoro obpasua 3HaveHne Ct no kaHany «KOX» MeHbLUe Uv pasHo 32.

9.3. PesynbTaT aHann3a obpasua cumMTaeTcs oTpuLaTe/IbHbIM, eCiv 19 3TOro obpasua 3Hade-
Hue Ct no KaHany «KOX» 6onbLue 32 nnu He onpeaenseTcs.

Ecnun gns Takoro o6pasua 3HadyeHne Ct BKO npesbiwwaet 3HadeHve (Ct BKO)cp 6onee yem Ha
2, TO pe3ynbTaT Mo faHHOMY 06pasLy He MOAMEXUT aHan3y M yYeTy Kak oTpuuatenbHbli. Heob-
XOMMO NPOBECTM NOBTOPHbIA aHa/IN3 JaHHOr0 06pa3La, HauMHas ¢ aTana BblAeneHns.

9.4. Ecnn pna OKO 3HayeHne Ct no KaHany «KOX» MeHbLUe Unv paBHO 32, TO 3TO CBUAe-
TeNbCTBYET O HAIMUYMM KOHTaMMHAUMKU B cUCTEME. B 3TOM cniyyae NOMOXKUTESbHbIE Pe3y/bTarTbl,
NoJlyYeHHble B JaHHOW MHAMBUAYabHOM noctaHoBke MLIP, cuntaroTcsd HeaoCcToBEPHbIMU. Tpeby-
eTCA MPefnpUHATL Mepbl MO BbISBMEHUIO W IMKBMAALUN UCTOYHMKA KOHTAMUHALMN U NOBTOPUTb
aHanm3 Bcex 06pa3LioB JaHHOW MOCTaHOBKM, A5 KOTOPbLIX MOMYYeH MONOXUTENbHbIA pe3ynbTar.

O6pasLpbl, aHa/IM3 KOTOPbIX Aan OTpULaTe/bHbIN pe3ynbTaT, CneayeT YUUTbIBaTb Kak oTpuLa-

TENbHbIE.
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'YCNOBUA TPAHCIMOPTUPOBAHNA, XPAHEHUA N TIPUMEHEHWA HABOPA

10.1. TpaHcnopTMpOBaTL U3AeNus crefyeT TPaHCMOPTOM BCEX BUAOB B KPbITbIX TPAHCMOPT-
HbIX CpeACTBaxX B COOTBETCTBUM C NpaBuiaMn NepeBo3oK, AEUCTBYOWMUMI Ha TPAHCNOPTE AaHHOMO
BMaa, npu temneparype (2-8) °C. JonyckaeTca TpaHCNOpPTUpOBaHWe npu TemnepaType 4o 25 °C He
6onee 10 CyTOK.

10.2. XpaHeHne Habopa B YNakoBKe MpeanpuATUS-U3roTOBUTENSA [JO/MKHO MPOBOAMTLCS MpK
Temnepatype (2-8) °C B TeUeHMe BCEro Cpoka rogHoCTu.

10.3. Cpok rogHocTK Habopa - 12 mecsLeB €O AHSA Bbinycka. He aonyckaeTcs npuMeHeHue
HabopOB MO UCTEYEHWNM CPOKa UX FOAHOCTM.

10.4. Ana nony4yeHns HaaéXHbIX pPe3ynbTaToB HEOO6XOAMMO CTPOroe cobnofeHue AaHHOW
WHCTPYKLMW MO NPUMEHEHUO Habopa.

11. TAPAHTUMNHbIE OBA3ATE/IbCTBA

11.1. TMpomn3soauTeNb rapaHTUPYeT COOTBETCTBME BbIMYEKAEMbIX W3AeNUA TpeboBaHUAM
HOPMAaTUBHOW Y TEXHUYECKOW JOKYMEHTALMN,

Be3onacHOCTb M KayeCTBO M3LeNNA rapaHTUPYHOTCA B TEYEHWEe BCEro Cpoka rogHOCTU.

11.2. TlpounsBoguTeNb OTBEYAeT 3a HeAOCTaTKM M3Aenns, 3a WUCKIYeHVeM [edeKToB, BO3-
HUKLINX BCNEACTBME HapyLUEHMsI NPaBW MoMb30BaHUA, YCI0BUIA TPAHCMOPTUPOBAHUS U XPaHEeHMS,
NN6o ANCTBMS TPETLUX NNL, MO0 HENPEOAOIUMON CUbL.

11.3. MpowusBoauTeb 0653yeTCs 3a CBON CUET 3aMEHUTb N3fesne, TEXHUYECKME U (hyHKLWMO-
Ha/lbHble XapaKTePUCTUKK (NOTPeOUTENbCKME CBOCTBA) KOTOPOrO0 He COOTBETCTBYHOT HOpPMAaTuMB-
HOM 1 TEXHUYECKOW AOKYMEHTaLMn, eCnn yKa3aHHble Heo0CTaTKN SABUNCL CMEACTBUEM CKPbITOro
feheKTa MaTepuasioB UM HEKAYeCTBEHHOTO M3rOTOBMIEHNSA U34S NPOU3BOANTENEM.

Cpok rogHocTH Habopa - 12 MecsLEB CO [HS BbIMycKa.

Mo Bonpocam, KacaroLimMMcst kadecTBa Habopa «Peanbect [JHK Gardnerella vaginalis», cne-
ayeT obpaulatbes B 3A0O «BekTop-BecT» no aapecy: :

630128, r. HoBocmbupck-128, a/a 102,

Ten. (383) 332-92-49, 227-60-30; Ten./dakc (383), 332-94-47, 332-94-44.

E-mail: vikobtk(a),vector-best. ru

HayanbHUK oTaeneHuns

3A0 «BekTop-bect» A.B. TpyxuHa
[u1peKTop No nNpon3BoACTBY

3A0 « > B.K. Tkaues
N paboTte

13gpaBa Poccum
‘ T.W. MNocnenosa
A 0. 5» m v:a ©
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<1lpoLLHYypoBaHO, NPOHYMEPOBaHO U

~CKpPEenaeHo neyatbio A JIMETOB.

Ko OTB. 3a yueT gorosopos H/P IN'bOY BIMO HEMY
MwuH3gpasa Poccumn
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«YTBEPXOAKO»
eHepanbHbI AUpPeKTop
«BekTop-becT»
M.A. XycanHoB
2016 T.

MHCTPYKUWNA
no NPUMEHEHUIO Habopa peareHToB Ans BbisiBneHus JHK Gardnerella vaginalis
METOAOM MOSIMMePa3HON LIENHOW peakuyn B peXXUMe peasibHOro BpemMeHu
«Peanbect JHK Gardnerella vaginalis»

(KoMNneKT 2)

1. HASHAYEHWE

Ha6op peareHToB ans BbisiBneHus JHK Gardnerella vaginalis meTogoM nonvMmMepasHoi Len-
HOW peakummn B pexknume peasibHoro spemeHn «Peanbect AHK Gardnerella vaginalis» npegHasHa-
yeH ans BbigBneHns AHK Gardnerella vaginalis meTogom nonumepasHon LenHoin peakumn (MLP) ¢
rmépuan3aLMoHHO-(yopeeLeHTHOM AeTeKupmein NpoaykTos MNLIP B pexrMe peasibHOro BpeMeHu.3

Bobigenenve AHK 13 KnMHU4Yeeknx npob NpoBoAnUTCS € NOMOLLbH HabopoB «Peanbect JHK-
akcnpecc», «Peanbect AHK-3kcTpakuma 1», «Peanbect OHK-3kcTpakumsa 2», «Peanbect OHK-
3KCTpakuma 3» nnun «Peanbect akcTpakumsa 100».

KomnnekT 2 npegHasHavyeH A1 NPUMEHEHWUS C PermcTpupyowmMy amnangukatopamm Kak
poTopHoro tmna: «Rotor-Gene 3000», «Rotor-Gene 6000» (mpma Corbett Research, AscTpanus),
«Rotor-Gene Q» (dpupma Qiagen, MepmaHus), Tak 1 niaHweTHoro tmna: «iQ5 iCycler», «CFX96»
(dmpma Bio-Rad, CLLA), «AT-96» (OO0 «HIMO AHK-TexHonorusa», Poecus) nam nx aHasoramu.

KomnnekT 2 paccumTaH Ha npoBeaeHne aHannsa 100 06pasLoB, BK/KOYas KOHTPO/bHBbIE.
2. XAPAKTEPUCTUKA HABOPA

2.1. TpvHuMn MeToAa.

MpyHUMN aHann3a OCHOBaH Ha perucTpauuM npolecca aMmnan@uKaLmMmn BolbpaHHOroO yyactka
JOHK Bo3byautens nHgekuun B xoge nposegeHus MNLP.

Mpouece amnANMUKaLUM 3aKIO4aeTCs B MOBTOPAIOWMXCA LMKIAX: TeMnepaTtypHas fLeHaTy-

paums AHK-MaTpuubl, OTXUr NpaimepoB C KOMMIEMEHTapHbIMU nocneaoBaTensHocTaMM JHK-

MHcTpykuna  cocTasneHa  coTpygHukamu  3A0  «BekTop-becT»:  AMpeKTOpoM
no npom3soAcTBY TkauesbiM B.K. 1 Hau. oTaeneHns npomssoacTsa MLP Habopos TpyxuHoii A.B.
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MaTpuLbl, CUHTE3 KOMMJIEMEHTAPHON Lenu ¢ 3TUX npaivepos Tag-nonnmMepason. B ocHose perun-
CTpauuu npouecca aMnanpuKaLmmn NeXxxuT U3MepeHne CUrHaioB (yopecLeHUnM B KXKA0M LIMK/e
MLP. YBenuueHve CUrHasoB (h1yopecLeHLMm Npomucxoaut 61arogaps MUCMonb30BaHUIO rMopuamn-
3aymnoHHoro JHK-30H4a, cneymguyuHoro 415 BblopaHHoro yyactka HK Bo36yauTens nHheKumu,
KOTOpPbIN B XOAe peakuuu CB'A3blBaeTCA C 0fAHON M3 uenel [HK, obecneunBas Takxe AOMOSHU-
TeNbHY0 creynpuyHocTb Metoga. AHK-30H[ coaepXXuUT Ha 5'-KOHLEe (hlyOpecUEeHTHbI KpacuTenb,
a Ha 3'-KOHUe - racuTenb (PayopecueHLUn, 3HaUUTENbHO CHUXKAIOLWMIA UHTEHCUBHOCTL (/lyopec-
LeHuMn. B xofe MonnMmMepasHOro CUHTe3a KOMMJIeMeHTapHOW Lenu, 6narogaps 5'-3'-HyK/easHoMu
aKTMBHOCTW Tag-nonumepasbl, 30H[, pacLLensifeTcs ¢ 5'-KoHua 1 NpoucXoanT pa3obLuUeHre Kpacu-
TeNA W racuTens, NPUBOLALLEE MO Mepe HaKOoM/IeHMs NPOAYKTa peakuuu K BO3pacTaHUIO CUrHata
(hnyopecueHuun. Mpn 3TOM M3MepseMasi UHTEHCUBHOCTb (D/TyOpecLeHLUMM 3aBUCUT OT KOMYeCTBa
06pa3oBaBLUMXCS CMeUUMPUUYECKMX aMmnIMKOHOB M AMHAMKKa HapacTaHnsa (hlyopecLeHUmMn onpeje-
NAETCA UCXOAHbIM KonmyecTBoM AHK B036yauTeNs MHMeKUMM B 06pasLe.

YUét athpekTBHOCTU BbldeneHns OHK un3 ob6pasuos obecrieumsaetcs BbigeneHnem AHK
BO3OYAUTENA MH(EKUUN U3 KIMHUYECKUX MPOO COBMECTHO C NpeaBapuTe/ibHO BHECEHHBLIM BHYT-
PEHHUM KOHTPO/IbHbIM 06pasuom (BKO).

2.2. CocTaB Habopa:

- MONOXMTENbHBIA KOHTPO/bHbLINA 06pasel, yHuBepcasibHbIi (MKO) - 1 npobupka (1,0 mn);

- peakumoHHas cmecb ana MUP (PC), nnodmnmnsmposaHHas - 10 nNpobupok, Kakaad Ha 10
onpeaeneHni;

- pacTBop Ans BoccTaHoBneHus (PB) - 2 dnakoHa (no 2,0 mn).

3. AHAJINMTNYECKUME N JNATHOCTUNYECKUNE XAPAKTEPUCTUKIN

3.1. CneumndguuHocTb BbisBneHns AHK Gardnerella vaginalis onpegenseTca no ctaHAapTHOM
naHesn npeanpuaTna otTpuuartensHbiX obpasuos AHK-akctpakTos, CIMM (per. Ne 05-2-291), Kak
MPOLEHTHOE cofepXXaHne 06pasLoB, OnpefesieHHbIX HAb0pOM Kak oTpuuatesibHble, Y COCTaBNsEeT
10096;

3.2. YyBCTBMTENbHOCTL OMpeAenseTca no natu obpasyam ¢ codepxkaHnem AHK 6aktepuii
Gardnerella vaginalislOO konwuii B npo6e, npurotoBneHHbIM 13 COH AHK 6aktepuint Gardnerella
vaginalis (per. Ne 05-2-309), Kak NpoLEHTHOE cofepaHne 06pasLioB, onpeae/ieHHbIX HAbopoM Kak
nonoXxuTenbHble, U coctasnset 100%;

3.3. lnarHoctnyeckasa YyBCTBUTENbHOCTL BbisBNeHusa AHK Gardnerella vaginalis: knnHude-
CKWe MCMbITaHUsA, NpoBeAeHHble Ha 94 NONOXUTENbHbIX 06pa3uax, nokasainm 100 % yyBCTBUTESb-
HocTb (MHTepBan 97 %-100 %, ¢ AoBepUTeNbHOM BEPOSTHOCTLIO 90 %);

3.4. [inarHoctu4yeckas cneuuduyHoctb BbigeneHns AHK Gardnerella vaginalis: KaMHu4e-

CKMe UCMbITaHUA, NPoBefeHHbIe Ha 94 oTpuuaTenbHbIX 0bpasuax, nokasanm 100 % cneunmnyHoCTb
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-ans npubopos «Rotor-Gene 3000», «Rotor-Gene 6000» 1 «Rotor-Gene Q»:

1 cTagua: 50 °C- 2 MuH;

2 cTagus: 95 °C - 2 MuH;

3 cTaams: 50 umknos (94 °C - 10 cek, 60 °C - 40 cek);
-nns npn6opos «iQ5 iCycler», «CFX96» 1 «1T-96»:

1 cTagms: 50 °C - 2 MuH;

2 cTagus: 95 °C - 2 MUH;

3 cTaams: 50 umknos (94 °C - 10 cek, 60 °C - 20 cek);

3mepeHmne diyopecueHumn ans Bcex npubopos nposoanTb npu 60 °C.

7.8. BblbpaTh KaHanbl AeTekuun pesynbtatoB amnangukaummn AHK BKO n AHK Gardnerella
vaginalis:

[na peructpauyun npouecca amnamgpukaumm JHK BKO cnepyet BbibpaTh KaHan LeTekuum
«FAM» (gna npnbopos «IQ5 iCycler», «CFX96», «T-96» 1 «Rotor-Gene 3000»), «Green» (/s
npuéopos «Rotor-Gene 6000/Q»).

[ns pernctpauyun npouecca amnangukaummn OHK Gardnerella vaginalis cnegyet BbiGpaTh
KaHan getekunmn «ROX» (ans npnbopos «iQ5 iCycler», «CFX96», «[AT-96» n «Rotor-Gene 3000»),
«Orange» (ans npnéopos «Rotor-Gene 6000/Q»).

7.9. 3anporpammumpoBaTh NosoXeHue NPOBUPOK C UccnesyeMbIM 06pasLiamu, NoNOXKUTENb-
HbIM 1 OTPULATE/IbHBIM KOHTPOMAAIMU COT/TAaCHO MHCTPYKLMK K UCMONb3yeMOMY Npruoopy.

7.10. 3anycTuTb MporpamMmy M NPOBECTU Peakuuito amnangukaumMm ¢ pervetpaumeid gayo-
PeCLEeHLMN B peXKMMe peaslbHOTO BPEMEHM.

8. PEMMCTPALNA PE3YJIbTATOB

8.1. B nonoxutenbHOM KOHTPOSbHOM 06pasue yHumeepcanbHoM (MKO) nporpaMma AgomkHa
(hKCMpPOBATb:

- HapacTtaHue curHana amnavgukauun AHK BKO (kaHan «FAM»/«Green») u onpegenstb
3HayeHue noporosoro yukna Ct BKO.

- HapacTaHvie curHana amnangukaymmn AHK Gardnerella vaginalis (kaHan «ROX»/«QOrange»)
1 onpefensTtb 3HadeHne noporosoro umkna Ci Gardnerella vaginalis',

8.2. B oTpuuaTensHOM KOHTponbHOM o6pasue (OKO) nporpamma Jo/mKHA (PUKCUPOBATbH
HapacTtaHve curHana amnangpukauum AHK BKO (kaHan «FAM») n onpefenats Ct BKO, npu stom
nporpaMmMa He AO/HKHa PerMcTpupoBaTh HapacTaHWs CUrHata cneumguyeckoro nNpoaykKra aMmnsun-
mkaumm AHK no kaHany «ROX»/«Orange».

8.3. B kaXaoM mccnefyemom o6pasue nporpaMma gomkHa (hMKcUpoBaTb HapacTaHWe CUrHa-

na amnandmkaumm AHK BKO (kaHan «FAM»/«Green») 1 onpegensats CtBKO.
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9. YYET PE3Y/IbTATOB

9.1. Bbluucnuts (Ct BKO)cp Kak cpefHee 3HadeHve Ct BKO Bcex aHanmsnpyembix 06pasLos
(Bkntovas NMKO n OKO). OtbpakoBke nognexar 3HaveHns Ct BKO, oTanyarowmecs 6onee yem Ha
2 0T 3HayeHus (Ct BKO)cp. Mocne otbpakoBku nepecuntatb (Ct BKO)cp Ansi oCTaBLUMXCA 3HaYe-
HWAA.

9.2. AHanM3npyemblii 06pasel, cunTaeTcs MoNOXKMTeNbHbIM, cogepxkawmm OHK Gardnerella
vaginalis, ecnm gnsa atoro obpasua 3HadeHne Ct no KaHany «ROX»/«Orange» MeHblUe UM paBHO
32.

9.3. PesynbTaT aHasiM3a 0bpasua cuMTaeTcs oOTpuLaTe/IbHbIM, ecn 419 3TOro obpasua 3Hade-
Hue Ct no KaHany «ROX»/«Orange» 60nblue 32 UK He ONpeaensieTcs.

Ecnn ana takoro o6pasua 3HadeHne Ct BKO npeBblwaeT 3HaveHne (Ct BKO)cp 6onee vem
Ha 2, TO pe3y/nbTaT Mo JaHHOMY 06pasuly He MOAJIEXUT aHaM3y W YYeTy KakK OTpuuaTesbHbIN.
Heo6xoaMMo NpPOBECTM MOBTOPHbIN aHaIM3 AaHHOro 06pasLa, HauyMHas ¢ 3Tana BblAeNeHus.

9.4. Ecnn gna OKO 3HauveHue Ct no kaHany «ROX»/«Orange» MeHbLUe uan paBHO 32, TO 3TO
CBMUAETENbCTBYET O HA/IMUYMN KOHTaMUHaLMKW B cucTeMe. B aTOM cnydae NoMoXKuTeNbHbIE pPe3ysib-
TaTbl, NOJlyYeHHble B JAHHOW MHAMBMAYaSbHON MocTaHoBKe TLIP, cuMTatoTCs HeLOCTOBEPHbLIMU.
TpebyeTca NpeanpuHATL Mepbl MO BbISBEHUIO U NIMKBUAALUMN UCTOYHMKA KOHTaMUHALMKX 1 NOBTO-
PUTb aHaN3 BCex 00pasLoB JaHHOW NOCTaHOBKK, A5 KOTOPbIX MOMYyYeH NOMOXKMUTE/bHbIN pe3ysib-
Tar.

O6pasupl, aHa/IM3 KOTOPbIX Jan OTpULATE/IbHbIA pe3y/bTaT, CneayeT YUnUTbIBaTb Kak 0TpuLa-
Te/NbHbIE.

10. YCnoBumA TPAHCIOPTUPOBAHNA, XPAHEHNA NN TTIPUMEHEHNA HABOPA

10.1. TpaHCnoOpTMPOBaTb U3AENUSA CNefyeT TPAHCMOPTOM BCEX BWUAOB B KPbITbIX TPAHCMOPT-
HbIX CpefCcTBax B COOTBETCTBUM C MpaBuiamu NepeBo30K, AeNCTBYIOLMMMN Ha TPAHCMOPTE AaHHOMO
B, npy Temneparype (2-8) °C. [JonyckaeTca TpaHCNopTUpoBaHue npu temnepatype o 25 °C He
6onee 10 CyTOK.

m 10.2. XpaHeHve Habopa B yNnakoBKe MpeanpusTUA-U3roToBUTENS LO/MKHO NPOBOAUTLCS Mpu

TemnepaType (2-8) °C B TeYeHNe BCEro cpoka rogHoCcTH.

10.3. Cpok rogHocT Habopa - 12 MecsleB CO AHS BbiMycka. He gonyckaeTcs nNpuMeHeHue
HabopoB MO MCTEYEHUWN CPOKA UX FOAHOCTY.

10.4. Ans nony4veHUst Haf@XHbIX pe3y/ibTaToB HeO6XOAMMO CTPOroe COO/MOAEHUE [LaHHOW

VHCTPYKLMK MO NPUMeHEHMI0 Habopa.
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11. rapaHTuiiHblie o6aA3aTenbLCTBA

11.1. Mpowu3BoauTeNb rapaHTUPYeT COOTBETCTBUE BbIMYCKaeMbIX W3[eniA TpebGoBaHWAM
HOPMATMBHON N TEXHUYECKOW JOKYMEHTaLUN.

BesonacHOCTb 1 KauecTBO U3LeNNsA rapaHTUPYHOTCA B TeYeHMEe BCEro CPOKa rogHOCTH.

11.2. MNpounsBoanTenb OTBEYaeT 3a HeAOCTaTKU U3[eNns, 3a MUCKIYeHNeM AeeKToB, BO3-
HUKLUMX BCNEACTBUE HapyLLUEHWUS NpaBu NoJb30BaHNS, YCNOBUIA TPAHCMOPTMPOBaHNSA N XPaHEHNS,
NN60o AencTBMs TPETbUX NNL, NGO HEMPEOAO/TUMO CUNbI.

11.3. Tpown3soanTenb 0653yeTcsA 3a CBOM CUET 3aMEHUTb U3Me/ne, TEXHUYECKME N (DYHKLMO-
Ha/lbHble XapakTepucTUKM (NOTpebuTeNbCKMe CBOMCTBA) KOTOPOr0 He COOTBETCTBYKOT HOPMaTuB-
HOW M TEXHWYECKON JOKYMEHTaLMK, eC/IN yKa3aHHble HefOCTaTK/ SIBUIUCL CNEeACTBUEM CKPbITOrO
fedekTa maTepranioB NN HEKAYeCTBEHHOMO U3rOTOB/IEHUS U3Ae/NA NMPOU3BOAUTENEM.

CpoK rogHocTu Habopa - 12 MecsiLeB CO AHS BbIMycKa.

Mo Bornpocam, KacaroLmmcst kadyectBa Habopa «Peanbect IHK Gardnerella vaginalis», cne-
ayeT obpawatsest B 3AO «BekTop-BecT» no agpecy;

630128, r. HoBocnbupck-128, a/a 102,

Ten. (383) 332-92-49, 227-60-30; Ten./dakc (383), 332-94-47, 332-94-44.

E-mail: plkobtk&yector-best. ru

HayanbHUK oTAeneHns
3A0 «BekTtop-becTt» A.B. TpyxuHa

[npekTop no Npoun3BoACTBY
3A0 «BekTton-becT» B.K. TkaueB

paboTe
3apasa Poccum
T.W. Tocnenosa
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MAAypoBaHO, NPOHYMEPOBAHO U

572'5”p'enneHo neyartblo A JINCTOB.
3a ydet gorosopos HAP 'bBOY BINO HIFMY
MwH3pgpasa Poccun

3axaposa J1.H
201" r.
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